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Purpose: The purpose of this study is to compare the efficiency of 2 types of Institutional Review Boards (IRBs) for multicenter
research.

Methods: The 2 types are joint IRB and local IRB. For this study, we selected multicenter research reviewed and approved
by joint or local IRBs between October 2019 and December 2022. We assessed the time it took for each IRB to approve the
research based on the number of working days per IRB review case. We then stratified the data according to the number of
participating institutions, the type of research, and the type of IRB review.

Results: The results of our study show that joint IRB is more efficient than local IRB. The median IRB approval time for joint
IRB was 27 days, 73.5% shorter than local IRB (27 days vs. 102 days, respectively, p<0.001). As the number of participating
institutions in multicenter research increased, joint IRB reviews became more efficient regarding the required approval time than
local IRB reviews. We also found that joint IRB was faster in every administrative step until new research was approved (p<0.005)
when compared to local IRB.

Conclusion: Our study highlights that a single review through a joint IRB can significantly reduce the time required for IRB
approval of multicenter research. This approach can ensure that all participating institutions follow the same review results.
Therefore, a single IRB review effectively reduces the burden of IRB for multicenter research.
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Fig. 1. Research data extraction flow. IRB, Institutional Review Board; J-IRB, joint IRB; L-IRB, local IRB; CTSC,

Clinical Trial System of Catholic Medical Center.
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Table 1. The definition and calculation methods of the time for initial IRB approval

A. IRB review process

F. Initial

/0. Initial PI N/ A Initial PI B.Initial ' bc’.Pl. ./ D.Final \ /[ E.Initial IRB ‘
‘ submission | | | submission | | administrative ) ‘ Scl:mllmlsestli(::l_ || administrative | | IRBreview || approval |
\ datetoJIRB / ) datetoIRB / review date P \ review date / |\  date /. date '
\_ SiteNo.l /Site No.2 / / date
[ e A \ _Q Q ¢ Q o Q_
_______________ v ; ! ! ; :
1 0. Time for all local PIs’ \\{ ?' Waltl'ng'perlod : ; ;
: submission completion o'r p'l‘e.llmll’l.ﬂl"y : : :
1 (Joint IRB only) 2 rative b. Revision period for ' : '
Ve e L1 i _review bmitted d t : [ :
v PI i i i
i ' \
;l c. Time for the final administrative check ) : :
: 7 ¥ Ai :
;’ d. Time for the first IRB review ) ;
1 : & \
| e. Time for the Initial IRB approval )
: : 4
B. Calculation methods of the time for IRB approval
Review IRB  Perspective Definition of the time for initial IRB approval
Joint IRB IRB The median total time from IRB submission to IRB approval, excluding the time for each institution's Pl to complete

the submission = A (=D3) ~ F

Submission Submission Submission

D1 D2 Submission Submission

m |Site1i! Silezi! Site 3 @'"'

Researcher or sponsor  The median total time from IRB submission to IRB approval, including the time for each institution's Pl to complete

the submission = (0~A) + (A~F)

Submission

*

@" @ @ O -EOOOD®
Site 1 Site 2 Site 3 *

Local IRB IRB From the IRB perspective, the sum of the time from IRB submission to IRB initial approval for each participating

institution = (A1 ~F1) + (A2 ~F2) + (A3~ F3)

1001

Definitiond

)
i
)

N0

D Time for the IRB approval (Site Nol)

@ Time for the IRB approval {Site No 2)
iexe2 (@@ ENE) @
sex: @OEOO® @

(@ Time for the IRE spproval (Site No 3y

W hoeoed

Researcher or sponsor  From the first submission date to the last approval date among all review IRB = A1~F3

1001

Definition 3

31 BE @ @ @@

w2 OO O®® ®
@O EO®E® ©

IRB, Institutional Review Board; PI, principal investigator.
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Table 2. General characteristics of the multicenter research protocols (N=841)
o Research protocols .
Characteristic p-value
J-IRB (N=449) L-IRB (N=392) Total (N=841)
No. of sites participating in same research <0.001
2 208 (46.3) 258 (65.8) 466 (55.4)
3 93 (20.7) 71(18.7) 164 (19.5)
4 37(8.2) 33(84) 70(8.3)
>5 111(24.7) 30(7.7) 141 (16.8)
Research type <0.001
IIm 390 (86.9) 172 (43.9) 562 (66.8)
SIT 59(13.1) 220 (56.1) 279(33.2)

Values are presented as number (%).
IRB, Institutional Review Board; J-IRB, joint IRB; L-IRB, local IRB.
'Chi-square test.
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Fig. 2. The median and interquartile range of the time to the initial IRB approval. The minimum and maximum
values are depicted together using the Box and whisker plots. IRB, Institutional Review Board; J-IRB, joint
IRB; L-IRB, local IRB. (A) IRB perspective: (1) For J-IRB, the date when the IRB application for all participating
institutions is completed is considered the IRB application date. The time for approval is calculated from this date
to the J-IRB approval date, excluding the period until the Principal Investigator (PI) of each participating institution
completes the IRB application. (2) For L-IRB, the time for approval is calculated by adding the approval period of
each L-IRB from the application date to the initial approval date. (B) Researcher or sponsor perspective: (1) For
J-IRB, the time for IRB approval is calculated by including the time taken by the Pls of all participating institutions
to complete the IRB application. (2) For L-IRB, after arranging the IRB re view date of each institution for the
same clinical research in chronological order, the IRB application date of the first institution is considered the date
of the initial IRB application. The final IRB approval date is considered the last IRB approval date, excluding the
overlapping review periods among L-IRBs.
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Table 3. Comparison of the time to IRB approval according to the number of participating sites A. IRB perspective (unit: working days)

A. IRB perspective (unit: working days)

No. of sites participating in J-IRB (N=449) L-IRB (N=392) Median difference*
same research No. of protocols Time for IRB approval No. of protocols Time for IRB approval (95% Cl)

2 208 30.0 (12.0-49.5) 258 84.5(49.0-125.0) 54.5 (43.6-63.9)
3 93 27.0 (12.0-46.0) 71 127.0 (78.0-162.0) 100.0 (82.5-121.6)
4 37 32.0(14.0-53.0) 33 155.0 (99.0-237.0) 123.0(80.2-179.8)
>5 111 18.0(10.0-37.0) 30 214.0(132.0-314.0) 196.0 (122.3-267.7)

Values are presented as median (interquartile range) unless otherwise indicated.

IRB, Institutional Review Board; J-IRB, joint IRB; L-IRB, local IRB; Cl, confidence interval.

A. IRB perspective: (1) For J-IRB, the date when the IRB application for all participating institutions is completed is considered the IRB application date.
The time for approval is calculated from this date to the J-IRB approval date, excluding the period until the Principal Investigator (PI) of each participating
institution completes the IRB application. (2) For L-IRB, the time for approval is calculated by adding the approval period of each L-IRB from the application
date to the initial approval date.

*p<0.001.

B. Researcher of sponsor perspective (unit: working days)

No. of sites participating in JRB (N=449) L-IRB (N=392) Median difference
same research No. of protocols Time for IRB approval No. of protocols Time for IRB approval (95% CI)

2 208 33.5(18.0-62.0) 258 86.0 (52.0-167.0) 52.5(41.2-63.0)
3 93 31.0 (15.0-54.0) 71 92.0 (66.0-204.0) 61.0(37.3-79.2)
4 37 35.0(18.0-73.0) 33 130.0 (80.0-206.0) 95.0 (52.1-160.0)
>5 1 26.0 (13.0-50.0) 30 150.5 (95.0-270.0) 124.5(33.7-191.2)

a. Waiting period for initial administrative check ]4—]' ) OJ-IRB (n=449)  BL-IRB (n=1,049)
b. Revision period for submitted documents by PI E—T s
Total time from IRB submission to the final administrative check % "
d. Total time from IRB submission to the first IRB review 12

e. Total time from IRB submission to the initial IRB approval

| 37

20 25

30
Fig. 3. Comparison of the time required for each administrative step of joint IRB and local IRB. Values are

presented as median days. IRB, Institutional Review Board; J-IRB, joint IRB; L-IRB, local IRB. p<0.005, p-value
from clustered Wilcoxon rank-sum test (cluster: protocol).
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Table 4. Comparison of the time required for each administrative step of joint IRB and local IRB according to the research type (n=1,498)

[IT (n=819) SIT (n=679)
Administrative steps of IRB review J4RB LIRB d[\f/lfedian e IRB LIRB d{\}{lfedian e
a ~ ifference  p-value B ~ ifference  p-value
(n=390) (n=429) (95% Cl) (n=59) (n=620) (95% Cl)
a. Waiting period for initial administrative check 1.0 (0.0 20(1.0- 1.0 <0.001 1.0 20 1.0 <0.001
1.0) 5.0) (0.8-1.2) (1.0-2.0) (0.0-5.0) (0.5-24)
b. Revision period for submitted documentsby Pl 40(1.0-  50(1.0—- 1.0 0.022 30 50 20 0.023
10.0) 16.0) (-1.3-1.9) (10-70) (15-120) (0.8-4.0)
c. Total time from IRB submission to the final 6.0 (3.0~ 12.0 6.0 <0.001 50 10.0 50 <0.001
administrative check 14.0) (5.0-25.0)  (35-7.7) (3.0-10.0) (5.0-200) (2.7-7.2)
d. Total time from IRB submission to the first IRB 12.0 20.0 80 <0.001 14.0 18.0 40 <0.001
review (9.0-220) (12.0-340) (5.8-10.8) (9.0-200) (13.0-29.5) (-04t06.7)
e. Total time from IRB submission to the initial IRB 240 370 13.0 <0.001 370 36.0 -10 0.776
approval (11.0-47.0) (15.0-66.0) (7.8-18.0) (27.0-49.0) (19.0-60.5) (-7.6t06.1)

Values are presented as median (interquartile range) unless otherwise indicated.

IIT, investigator-initiated trial; SIT, sponsor-initiated trial; IRB, Institutional Review Board; J-IRB, joint IRB; L-IRB, local IRB; Cl, confidence interval; PI, principal
investigator.

"Clustered Wilcoxon rank-sum test (cluster: protocol).

Table 5. Comparison of the time required for each administrative step of joint IRB and local IRB according to the IRB review type (n=1,498)

Expedited review (n=706) Full board review (n=792)
Administrative steps of IRB review J-IRB L-IRB d{\f/lfedian e J-IRB L-IRB dl‘\élfedian e
_ _ ifference  p-value _ _ ifference  p-value
(n=258) (n=448) (95% C) (n=191) (n=601) (95% Cl)
a. Waiting period for initial administrative 1.0 1.0 0.0 <0.001 1.0 20 1.0 <0.001
check (00-10)  (00-40) (-1.1t006) (1.0-20)  (1.0-50) (07-12)
b. Revision period for submitted documents 30 50 20 0.001 50 50 0.0 0.865
by Pl (1.0-70) (1.0-13.00 (05-34) (20-11.0) (20-140) (-1.7t0038)
c. Total time from IRB submission to the final 40 9.0 50 <0.001 6.0 120 6.0 <0.001
administrative check (20-10.0) (3.0-21.00 (33-7.1) (4.0-16.0) (6.0-220) (4.9-84)
d. Total time from IRB submission to the first 11.0 14.0 30 <0.001 16.0 22.0 6.0 <0.001
IRB review (70-180) (9.0-27.0) (1.3-46) (11.0-26.0) (15.0-340) (3.7-86)
e. Total time from IRB submission to the initial 13.0 200 7.0 <0.001 430 50.0 7.0 0.267
IRB approval (80-270) (10.0-37.0) (4.1-104) (30.0-71.0) (320-74.0) (0.0-13.0)

Values are presented as median (interquartile range) unless otherwise indicated.
IRB, Institutional Review Board; J-IRB, joint IRB; L-IRB, local IRB; Cl, confidence interval; PI, principal investigator.
"Clustered Wilcoxon rank-sum test (cluster: protocol).
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